FRIDAY,  MAY  9,  1975 
WASHINGTON,  D.C. 

Volume  40  ■  Number  91 


PART  III 


DEPARTMENT  OF 
HEALTH, 

EDUCATION,  AND 
WELFARE 


Social  and  Rehabilitation 
Service 


MEDICAL  ASSISTANCE 
PROGRAMS 


Providing  for  Services 


20516 

Title  45— Public  Welfare 

CHAPTER  II— SOCIAL  AND  REHABILITA¬ 
TION  SERVICE  (ASSISTANCE  PRO¬ 
GRAMS),  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

PART  249— SERVICES  AND  PAYMENT  IN 
MEDICAL  ASSISTANCE  PROGRAMS 

Contracts  for  Providing  or  Paying  for 
Services 

Notice  of  proposed  regulations  was 
published  on  June  5,  1974  (39  FR  20042) , 
which  set  forth  requirements  applicable 
to  contracts  between  State  agencies  ad¬ 
ministering  the  medical  assistance  pro¬ 
gram  under  title  XIX,  Social  Security 
Act,  and  organizations  which  provide  or 
pay  for  services  under  the  program.  The 
proposal  revised  and  updated  the  existing 
regulations  on  contracts  in  45  CFR 
249.82,  and  added  requirements  relating 
to  health  maintenance  organizations 
(HMOs)  and  health  care  project  grant 
centers. 

Comments  were  received  from  25  re¬ 
spondents,  including  State  and  local 
Medicaid  agencies,  community  service 
organizations,  insuring  and  group  prac¬ 
tice  organizations,  professional  groups, 
legal  services  organizations,  consulting 
firms,  and  others.  Major  changes  made 
as  a  result  of  comments  are  summarized 
as  follows : 

1.  The  definition  of  “Contractor”  has 
been  expanded  to  include  “or  other  medi¬ 
cal  provider  reimbursed  on  a  prepaid 
capitation  basis  for  medical  services  to 
enrolled  recipients”  (§  249.82(b)  (1) ). 
This  same  phrase  has  been  added  to  the 
paragraph  headings  of  §  249.82(c)  (5) 
and  (6),  which  set  forth  specific  require¬ 
ments  relating  to  such  providers.  These 
additions  clarify  that  the  general  and 
specific  requirements  of  this  regulation 
(5  249.82(c)  (1),  (5)  and  (6))  are  ap¬ 
plicable  to  all  such  organizations  per¬ 
forming  services  under  contract  with  the 
single  State  agency.  Organizations  which 
are  paid  on  an  ordinary  fee-for-service 
basis  are  subject  to  the  same  rules  as 
any  other  Medicaid  provider. 

2.  In  response  to  comment  from  the 
health  insurance  industry,  the  word  pre¬ 
paid  has  been  deleted  from  the  title  of 
“health  insuring  organization”  and  the 
words  “or  subscription  charge”  have  been 
inserted  after  “premium”  in  references 
to  payment  to  a  health  insuring  organi¬ 
zation.  Also,  the  definition  has  been 
legally  clarified  by  including  the  essen¬ 
tial  element  of  “underwriting  risk”  in  the 
definition  itself  (5  249.82(b)  (2) ) . 

3.  Several  respondents  questioned 
failure  to  include  all  title  XIX  man¬ 
dated  services  in  the  minimum  services 
to  be  provided  by  an  HMO.  Omission  of 
laboratory  and  x-ray  services  was  inad¬ 
vertent,  and  this  has  now  been  added.  Of 
the  other  mandated  services,  some  may 
be  impractical  to  capitate  (e.g.  chronic 
long-term  care),  while  for  others  (e.g. 
family  planning,  and  early  and  periodic 
screening,  diagnosis  and  treatment) ,  the 
State  may  have  made  other  arrange¬ 
ments  more  feasible  under  the  circum¬ 
stances.  To  mandate  that  these  services 
be  included  under  capitation  in  an  HMO 
might  prove  unnecessarily  duplicative. 


RULES  AND  REGULATIONS 

Also,  many  HMOs  do  not  include  dental 
services,  which  must  be  provided  under 
the  early  screening  program.  The  State 
will  still  have  the  option  of  including 
these  services  under  the  HMO  contract. 
If  it  does  not,  it  must  provide  them  to 
eligible  recipients  through  other  qualified 
providers  or  through  other  effective 
means  (§  249.82(c)  (5)  (xi) ) . 

4.  The  word  “hospital”  has  been  re¬ 
moved  from  “outpatient  hospital  serv¬ 
ices”  in  the  HMO  definition,  and  a  clari¬ 
fying  parenthetic  clause  added  to  elim¬ 
inate  any  possible  misconception  that 
ambulatory  services  must  be  provided  in 
a  hospital-based  facility  (8  249.82(b) 
(9)).  This  provision  is  consistent  with 
the  reference  to  outpatient  services  in 
the  HMO  definition  in  the  regulations 
under  the  HMO  Act,  Pub.  L.  93-222  (42 
CFR  §  110.101(b)  (2)). 

5.  The  HMO  definition  has  been  re¬ 
vised  to  provide  for  individual  physicians 
who  provide  health  care  under  contract 
with  the  HMO,  rather  than  as  employees 
of  or  partners  in  the  HMO  (§  249.10(b) 
(9)  (hi)  (A)). 

6.  In  response  to  a  suggestion  regard¬ 
ing  the  provisions  in  the  proposed  regu¬ 
lations  on  underwriting  risk  and  rein¬ 
surance,  these  provisions  have  been  ex¬ 
panded,  clarified,  and  made  more  specific 
(5  249.82(c)  (2)  (iv),  (v)  and  (vi)). 

7.  Several  comments  questioned  the 
open  enrollment  requirement  for  HMOs. 
The  annual  minimum  thirty-day  open 
enrollment  period  has  been  eliminated. 
The  requirement  that  the  HMO  must  ac¬ 
cept  individuals  in  the  order  in  which 
they  apply  for  enrollment  up  to  the  limits 
of  its  capacity  has  been  retained.  Under 
the  requirement,  as  amended,  HMOs  may 
continue  to  open  enrollment  for  a  limited 
period  of  time  each  year  if  their  contract 
with  the  State  so  provides;  however,  it  is 
anticipated  that  most  contracts  with 
HMOs  will  provide  for  year-round 
Medicaid  recipient  enrollment  (§  249.82 
(c)(5)(D). 

8.  It  was  suggested  that  the  applica¬ 
bility  of  the  regulations  to  subcontracts 
be  indicated.  Accordingly,  subcontract 
provisions  have  been  added  to  the  gen¬ 
eral  requirements  in  §  249.82(c)  (1)  (x) . 

9.  The  provisions  on  termination 
(8  249.82(c)  (5)  (v) )  have  been  revised  to 
specifically  address  termination  by  the 
enrollee  as  well  as  by  the  contractor.  The 
enrollee  must  be  permitted  to  terminate 
enrollment  without  cause  within  thirty 
days  of  enrollment,  and  may  be  permitted 
to  do  so  at  any  time  if  so  provided  in 
the  contract. 

10.  The  rates  for  Federal  financial  par¬ 
ticipation  for  the  several  types  of  con¬ 
tracts  have  been  clarified  (§  249.82(d) 
(2)). 

11.  In  response  to  several  objections  to 
the  requirement  that  fiscal  agent  con¬ 
tracts  give  states  the  option  to  purchase 
computer  programs,  this  has  been  clari¬ 
fied  to  require  the  fiscal  agent  to  offer 
one  or  more  of  the  following  options  to 
the  State:  Purchase,  lease,  or  buying  the 
use  of  such  programs  (§  249.82(c)  (3) 
(D). 

12.  Several  comments  stated  that  the 
regulation  provided  insufficient  protec¬ 


tion  against  marketing  abuses.  Accord¬ 
ingly,  §  249.82(c)  (6)  (v)  now  requires 
that  the  State  have  written  criteria  for 
approval  of  marketing  plans,  procedures 
and  materials,  and  prohibits  certain 
specific  marketing  abuses;  the  language 
of  the  modification  is  consistent  with  the 
proposed  title  XVIII  HMO  regulations 
(20  CFR  405.2023(d)  (2)  and  (3) ).  Para¬ 
graph  (c)  (6)  (vi)  requires  dissemination 
of  accurate  information  through  appro¬ 
priate  health  or  social  service  agencies. 

13.  In  response  to  several  requests  for 
more  specificity  in  the  requirement  for 
an  internal  quality  assurance  system, 
§  249.82(c)  (5)  (xi)  now  adds  appropriate 
details  of  an  acceptable  quality  assurance 
system  consistent  with  the  HMO  regu¬ 
lations  under  the  HMO  Act,  Pub.  L.  93- 
222  (42  CFR  110.108(j) ) . 

14.  In  response  to  several  general  re¬ 
quests  for  better  protection  of  the  en¬ 
rolled  recipients,  and  taking  cognizance 
of  recent  recommendations  of  the  Comp¬ 
trollers  General  (September  10,  1974, 
GAO  report  on  better  controls  for  Medic¬ 
aid  HMOs) ,  provisions  have  been  added 
for  improved  capitation  rate-setting 
systems  ({  249.82(c)  (2)  (v),  and  (c)(6) 
(ix) ),  better  State  monitoring  of  enroll¬ 
ment  and  disenrollment  practices 
(§  249.82(c)  (6)  (x) ),  and  more  adequate 
assurance  of  quality  of  care  through 
periodic  medical  audits  (5  249.82(c)(6) 
(iv) ) . 

Suggestions  which  were  not  accepted 
include: 

1.  Inclusion  of  provider  appeal  rights 
similar  to  the  reconsideration  provisions 
accorded  States  under  5  249.82(d)(1)  in 
cases  where  the  Department  determines 
that  the  contract  has  not  been  carried 
out  properly.  No  change  has  been  made 
since  this  provision  relates  to  denial  of 
Federal  financial  participation  to  the 
State,  not  to  State  denials  of  payment 
to  contractors.  Also,  appeal  rights  for 
providers  are  established  by  the  State, 
not  by  the  Federal  government. 

2.  Revision  of  the  requirement  (5  249.- 
82(c)  (5)  (ii) )  t  hat  Medicare/Medicaid 
enrollment  be  limited  to  no  more  than  50 
percent  of  the  enroled  members.  Without 
including  both  Medicare  and  Medicaid  in 
the  maximum  percentage,  an  HMO  could 
have  all  poor  or  elderly  clientele  and 
would  not  be  “broadly  representative"  of 
the  population  in  the  area  served.  Also, 
the  enrollment  of  more  than  50  percent 
of  such  members  may  raise  a  question  of 
economic  viability  of  the  HMO.  Serious 
problems  in  meeting  the  requirement 
can  be  resolved  by  use  of  the  provision 
for  waivers  where  good  cause  is  shown. 

In  addition  to  the  changes  listed  above, 
a  number  of  editorials,  procedural  and 
technical  changes  have  been  made,  in¬ 
cluding  addition  of  a  requirement  for 
SRS  prior  approval  of  certain  contracts, 
and  relocating  certain  elements  of  the 
definition  of  an  HMO  in  the  proposed 
regulations  (5  249.82(b)(9)  (iv),  (v), 

(vi) ,  (vii) ,  (viii) ,  (ix) )  to  more  appro¬ 
priate  locations  under  State  plan  require¬ 
ments  (8  249.82(C)(5),  (i),  (ii),  (xiii) ; 
(c)(6)  (i),  (ii),  (ill). 

It  should  be  stressed  that  no  FFP  will 
be  available  for  payments  made  to  a 
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contractor  unless  a  contract  meeting  the 
requirements  of  the  regulations  executed 
between  the  single  State  agency  and  the 
contractor  is  in  effect  for  all  periods  in 
which  FFP  is  claimed.  Moreover,  no  FPP 
will  be  available  for  such  payments  if 
the  Secretary  determines  as  a  result  of 
investigation  that  for  such  period  there 
was  a  substantial  failure  of  either  party 
to  the  contract  to  fulfill  it  in  accordance 
with  its  terms  or  the  provisions  of  the 
regulations.  Finally,  a  failure  either  to 
have  such  contracts  in  effect  or  to  fulfill 
them  in  accordance  with  the  regulations 
will  raise  a  compliance  issue  under  sec¬ 
tion  1904  of  the  Social  Security  Act.  Ac¬ 
cordingly,  the  proposed  regulations  as 
modified  are  adopted. 

Section  249.82  of  Part  249,  Chapter  II, 
Title  45  of  the  Code  of  Federal  Regula¬ 
tions  is  revised  to  read  as  follows : 

§  249.82  Contracts  with  fiscal  agents, 
health  care  project  grant  centers,  and 
providers  reimbursed  on  a  prepaid 
capitation  basis. 

(a)  Purpose.  This  section  sets  forth 
the  requirements  for  certain  State  con¬ 
tracts  for  the  provision  of  or  payment 
for  medical  and  remedial  services  under 
title  XIX  of  the  Social  Security  Act. 

(b)  Definitions.  (1)  “Contractor” 
means  a  health  insuring  organization,  a 
health  maintenance  organization  or 
other  medical  provider  reimbursed  on  a 
prepaid  capitation  basis,  for  medical 
services  to  enrolled  recipients,  a  private 
nonmedical  institution,  a  health  care 
project  grant  center,  or  a  fiscal  agent 
which  contracts  with  the  single  State 
agency,  under  the  terms  of  this  section, 
to  pay  for  or  provide  medical  services 
under  a  State  medical  assistance  plan, 
in  consideration  of  a  payment. 

(2)  “Health  insuring  organization" 
means  an  organization  legally  operating 
within  the  State  which  pays  for  the  cost 
of  medical  services  available  under  the 
State  plan  to  eligible  recipients  in  ex¬ 
change  for  a  premium  or  subscription 
charge  paid  by  the  State  agency,  and 
which  assumes  an  underwriting  risk.  A 
“Health  insuring  organization”  includes 
a  health  maintenance  organization  or 
other  medical  provider  which  is  reim¬ 
bursed  on  a  prepaid  capitatioh  basis  if 
an  underwriting  risk  is  assumed  by  the 
contractor  under  the  contract. 

(3)  “Fiscal  agent”  means  a  contrac¬ 
tor  which  processes  and  pays  vendor 
claims  on  behalf  of  the  single  State 
agency. 

(4)  “Private  nonmedical  institution” 
means  a  facility  such  as  a  child-care  in¬ 
stitution  or  a  maternity  home,  whose 
regular  business  is  not  that  of  a  prepaid 
health  insuring  organization,  or  com¬ 
munity  health  care  center,  but  which 
provides  medical  care  through  contracts 
or  other  arrangements  with  medical  pro¬ 
viders,  and  which  receives  payments  on 
a  prepaid  capitation  basis  through  con¬ 
tract  with  the  single  State  agency.  No 
assumption  of  underwriting  risk  is  borne 
by  the  institution. 

(5)  “Health  care  project  grant  cen¬ 
ter”  means  an  organization  supported  in 
whole  or  in  part  by  Federal  project 


grant  financial  assistance  which  pro¬ 
vides  or  arranges  for  medical  services  to 
an  enrolled  population  and  receives  pay¬ 
ment  for  services  to  eligible  recipients 
through  contract  with  the  single  State 
agency. 

<6)  “Premium  or  subscription  charge” 
means  the  per  capita  amount  paid  by 
the  single  State  agency  to  a  contractor 
for  each  eligible  recipient  enrolled  under 
a  contract  for  the  provision  of  medical 
and  remedial  care  and  services  under  the 
State  plan,  whetehr  or  not  they  receive 
such  medical  or  remedial  care  and  serv¬ 
ices  during  the  contract  period. 

<8)  “Enrolled  recipient”  means  an  eli¬ 
gible  recipient  who  has  entered  into  an 
agreement  to  receive  services  from  a 
medical  provider  reimbursed  under  the 
terms  of  a  prepaid  capitation  contract 
with  the  State  title  XIX  agency  under 
the  provisions  of  paragraphs  (c)(5)  and 

(6)  of  this  section. 

(9)  “Underwriting  risk”  means  at  least 
a  significant  risk  of  loss  assumed  by  the 
contractor  who  receives  the  premium  or 
subscription  charge  under  an  insuring 
arrangement  with  the  single  State 
agency  for  providing  or  paying  for  cov¬ 
ered  medical  services  to  eligible  recip¬ 
ients.  Such  risk  arises  because  the  cost 
of  services  provided  directly  or  paid  for 
by  the  contractor  plus  the  administra¬ 
tive  expenses  of  the  contractor  may  ex¬ 
ceed  the  premiums  or  subscription 
charges  such  contractor  has  received 
during  the  contract  period. 

(10)  “Health  maintenance  organiza¬ 
tion  <HMO)”  means  a  public  or  private 
organization  which: 

(i)  Provides,  either  directly  or  through 
arrangements  with  others,  health  serv¬ 
ices  to  individuals  enrolled  with  such 
organization  on  a  prepayment  basis; 

(11)  Provides,  either  directly  or 
through  arrangements  with  others  and 
through  institutions,  entities,  and  per¬ 
sons  meeting  the  requirements  estab¬ 
lished  for  providers  under  title  XIX  of 
the  Social  Security  Act,  those  health 
services  which  a  defined  population 
might  reasonably  require  in  order  to  be 
maintained  in  good  health,  including,  as 
a  minimum,  inpatient  hospital  services, 
outpatient  services  (including  diagnos¬ 
tic,  treatment  and  rehabilitative  services 
to  ambulatory  patients,  whether  or  not 
provided  in  a  hospital-based  facility), 
physicians’  services,  and  laboratory  and 
x-ray  services;  and 

(iii)  Provides  physicians’  services  (A) 
directly  through  physicians  who  are 
either  employees  or  partners  of  such 
organization,  or  who  are  under  contract 
to  the  organization  to  provide  health 
care  services,  or  <B)  under  arrangements 
with  one  or  more  groups  of  physicians 
(organized  on  a  group  practice  or  indi¬ 
vidual  practice  basis)  under  which  each 
such  group  is  reimbursed  for  its  services 
primarily  on  the  basis  of  an  aggregate 
fixed  sum  or  on  a  per  capita  basis,  re¬ 
gardless  of  whether  the  individual 
physician  members  of  any  such  group 
are  paid  on  a  fee-for-service  or  other 
basis; 

(c)  State  plan  requirements  for  con¬ 
tracts  under  this  section. — (1)  All  con¬ 


tractors.  A  State  plan  under  title  XIX 
of  the  Social  Security  Act  which  pro¬ 
vides  part  or  all  of  its  medical  assist¬ 
ance,  or  provides  for  processing  or  pay¬ 
ing  vendor  claims  for  medical  assistance, 
through  arrangements  with  contractors 
must  provide  that  the  contract  shall  be 
in  writing  and  will : 

(1)  Specify  the  contract  period; 

(ii)  Specify  the  functions  of  the  con¬ 
tractor; 

(iii)  Identify  the  population  to  be 
covered  by  the  contract  and  specify  any 
necessary  procedures  for  their  enroll¬ 
ment  or  reenrollment; 

(iv)  Specify  the  amount,  duration  and 
scope  of  medical  assistance  to  be  pro¬ 
vided  or  paid  for; 

(v)  Provide  that  the  single  State 
agency  and  the  Department  shall  have 
the  right  to  inspect  or  otherwise  evalu¬ 
ate  the  quality,  appropriateness,  and 
timeliness  of  services  performed  under 
such  contract,  and  to  audit  and  inspect 
any  books  and  records  of  such  contrac¬ 
tor  which  pertain  to  services  performed 
and  determination  of  amounts  payable 
under  such  contract; 

(vi)  Establish  provisions  and  criteria 
for  extension,  renegotiation  and  ter¬ 
mination  of  the  contract.  Termination 
procedures  must  include  provisions  re¬ 
quiring  the  contractor  to  supply  prompt¬ 
ly  all  information  necessary  for  the 
reimbursement  of  any  outstanding 
claims  of  enrolled  participants; 

(vii)  Provide  that  the  contractor  shall 
establish  and  maintain  an  appropriate 
record  system  for  services  rendered  title 
XIX  enrollees  and  that  these  records 
shall  be  preserved  for  the  period  of  time 
specified  by  the  Secretary. 

(viii)  Provide  that  the  contractor 
shall  conform  to  the  requirements  of 
§  205.50  of  this  chapter  regarding  con¬ 
fidentiality  of  information  about  eligible 
recipients; 

(ix)  Specify  how  the  requirements  of 
§  250.31  of  this  chapter  with  respect  to 
third  party  liability  will  be  carried  out 
by  the  contractor  and  by  the  State 
agency:  and 

(x)  Specify  which  functions  under¬ 
taken  by  the  contractor  may  be  carried 
out  under  subcontracts  and  that  all  such 
subcontracts  shall  be  in  writing  and  ful¬ 
fill  the  provisions  of  this  section  which 
are  appropriate  to  the  service  or  activity 
delegated  under  the  subcontract.  No 
subcontract  can  terminate  the  legal  re¬ 
sponsibility  of  the  contractor  to  the 
State  agency  to  assure  that  all  the  activ¬ 
ities  under  the  contract  will  be  carried 
out. 

(2)  Health  insuring  organizations.  In 
addition  to  the  requirements  specified 
in  paragraph  (c)(1)  of  this  section,  a 
State  plan  which  provides  for  contracts 
with  health  insuring  organizations  (in¬ 
cluding  contracts  with  health  mainte¬ 
nance  organizations  and  other  medical 
providers  reimbursed  on  a  prepaid  capi¬ 
tation  basis  which  have  assumed  an 
underwriting  risk  under  the  contract) 
must  also  provide  that  such  contracts 
will: 

(i)  Provide  that  the  premium  or  sub¬ 
scription  charge  must  be  reasonable,  and 
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may  not  exceed  the  amount  set  forth  in 
9  250.30  of  this  chapter; 

(ii)  Provide  that  the  premiums  or 
subscription  charges  paid  on  behalf  of 
each  enrolled  recipient  shall  not  be  sub¬ 
ject  to  renegotiation  during  the  contract 
period  if  the  contract  is  for  one  year  or 
less,  or  more  often  than  annually  if  the 
contract  period  is  for  more  than  one  year, 
except  when  changes  in  Federal  or  State 
law  or  regulations  so  require.  The  pre¬ 
mium  or  subscription  charge  may  be  re¬ 
negotiated  more  often  with  respect  to 
eligible  persons  who  are  not  enrolled  re¬ 
cipients  at  the  time  of  the  renegotiation. 
This  restriction  applies  to  contracts 
entered  into  by  the  State  agency  after 
the  effective  date  of  these  regulations; 

(iii)  Provide  that  the  premiums  or 
subscription  charges  shall  not  include 
payment  for  recoupment  of  any  losses  in¬ 
curred  by  the  contractor  for  which  he  has 
assumed  the  risk  under  the  same  or  any 
prior  contract  between  the  parties; 

(iv)  Provide,  for  the  assumption  by 
the  contractor  of  the  underwriting  risk. 
Where  the  contractor  has  assumed  the 
full  underwriting  risk,  the  contract  must 
provide  that  the  premium  or  subscrip¬ 
tion  charge  paid  to  the  contractor  in  the 
contract  period  constitutes  the  full  dis¬ 
charge  of  all  responsibility  of  the  State 
agency  for  the  costs  of  medical  care  and 
services  covered  under  the  contract  and 
provided  to  enrolled  recipients  during 
such  period.  In  other  situations,  a  risk 
contract  must  specify  the  apportionment 
of  the  underwriting  risk; 

(v)  Specify  how  any  “savings”  (ex¬ 
cess  of  premiums  over  allowable  costs) 
will  be  apportioned  between  the  con¬ 
tractor  and  the  State  agency; 

(vi)  Specify  whether  the  contractor 
may  obtain  reinsurance.  In  the  case  of 
health  maintenance  organizations  or 
other  medical  providers  reimbursed  on  a 
prepaid  capitation  basis  and  which  have 
assumed  an  underwriting  risk  under  the 
contract,  the  contract  shall  require  the 
contractor  to  retain,  after  reinsurance,  a 
substantial  portion  of  the  risk;  and 

(vii)  Specify  the  actuarial  basis  for 
computation  of  the  premium  rate  or  sub¬ 
scription  charge  specified  in  the  con¬ 
tract. 

(3)  Fiscal  agents.  In  addition  to  the 
requirements  specified  in  paragraph  (c) 
(1)  of  this  section,  a  State  plan  which 
provides  for  contracts  with  fiscal  agents 
must  also  provide  that  such  contracts 
will: 

(i)  Include  termination  procedures  re¬ 
quiring  the  contractor  to  supply 
promptly  all  material  necessary  for  the 
continued  operation  of  the  payment  and 
related  systems.  In  the  event  the  fiscal 
agent  or  his  subcontractors  have  proprie¬ 
tary  rights  to  this  material,  the  contracts 
and  subcontracts  must  provide  that  the 
fiscal  agent  or  subcontractor  offer  to  the 
State  one  or  more  of  the  following  op¬ 
tions:  Purchase,  lease,  or  buying  the  use 
of  such  material.  Such  material  in¬ 
cludes  : 

(A)  Computer  programs; 

(B)  All  necessary  data  files; 

(C)  User  and  operation  manuals,  and 
other  documentation; 


(D)  System  and  program  documenta¬ 
tion;  and 

(E)  Training  programs  for  State 
agency  staff,  their  agents  or  designated 
representatives,  in  the  operation  and 
maintenance  of  the  system; 

(ii)  Establish  the  amount  to  be  paid 
the  contractor  for  performing  the  re¬ 
quired  functions,  the  basis  for  the 
amount  and  when  payment  is  to  be 
made;  and 

(iii)  Provide  that  payment  to  provid¬ 
ers  shall  be  made  in  accordance  with 
9  250.30  of  this  chapter. 

(4)  Private  nonmedical  institutions. 
In  addition  to  the  requirements  specified 
in  paragraph  (c)  (1)  of  this  section,  a 
State  plan  which  provides  for  contracts 
for  prepayment  of  services  from  private 
nonmedical  institutions  must  also  pro¬ 
vide  that  such  contracts  will : 

(i)  Specify  the  capitation  amount 
which  shall  be  based  on  the  cost  of  serv¬ 
ices  provided  (in  accordance  with 
9  250.30  of  this  chapter) ; 

(ii)  Specify  when  the  capitation 
amount  shall  be  paid. 

(5)  Additional  requirements  for  con¬ 
tracts  with  health  maintenance  organi¬ 
zations  and  other  medical  providers  re¬ 
imbursed  on  a  prepaid  capitation  basis 
for  medical  services  fo  enrolled  recip¬ 
ients.  In  addition  to  the  requirements 
specified  in  paragraphs  (c)  (1)  and  (2) 
of  this  section,  a  State  plan  for  medical 
assistance  which  provides  for  contracts 
with  health  maintenance  organizations 
and  other  medical  providers  reimbursed 
on  a  prepaid  capitation  basis  for  medical 
services  to  enrolled  recipients,  must  also 
provide  that  such  contracts  will: 

(i)  Specify  the  period  during  which 
enrollment  shall  be  open  and  provide 
that  the  contractor  will  accept  persons 
eligible  to  be  covered  under  the  contract 
in  the  order  in  which  they  apply  for  en¬ 
rollment  without  restrictions,  except  as 
may  be  authorized  by  the  Secretary,  up 
to  the  limits  authorized  in  the  contract 
with  the  State; 

(ii)  Provide,  in  the  case  of  an  HMO, 
that  the  contractor  will  serve  a  popula¬ 
tion  broadly  representative  of  the  various 
age,  social,  and  income  groups  within  the 
area  it  serves,  except  that  within  two 
years  after  the  effective  date  of  the  con¬ 
tract  no  more  than  50%  of  the  enrolled 
members  may  be  individuals  receiving 
benefits  under  Title  XVIII  and  individ¬ 
uals  receiving  assistance  under  Title 
XIX  of  the  Social  Security  Act.  Any  con¬ 
tractor  under  contract  with  the  single 
State  agency  prior  to  the  effective  date  of 
this  regulation  must  conform  to  this  re¬ 
quirement  within  two  years  after  such 
effective  date.  The  provisions  of  this  sub¬ 
division  may  be  waived  by  the  Secretary 
for  good  cause  shown. 

(iii)  Provide  that  enrollment  is  volun¬ 
tary; 

(iv)  Specify  the  period  of  enrollment, 
which  shall  be  for  a  reasonable  period  of 
time,  so  as  to  assure  continuity  of  care 
and  avoid  excessive  costs  due  to  rapid 
turnover  of  enrollment; 

(v)  Specify  the  reasons  for  which  a 
recipient’s  enrollment  may  be  termi¬ 
nated.  Such  reasons  may  not  include 


termination  by  the  contractor  because  of 
an  adverse  change  in  a  recipient’s  health 
status.  The  contract  must  provide  that 
the  recipient  shall  have  the  right  to  ter¬ 
minate  his  enrollment  without  cause 
within  30  days  of  such  enrollment,  and 
may  allow  termination  without  cause  at 
any  time  during  the  contract  period. 
Each  termination  by  the  contractor  shall 
have  the  approval  of  the  director  of  the 
medical  assistance  unit  of  the  single 
State  agency  or  his  designee. 

(vi)  Provide  that  to  the  extent  feasible 
and  appropriate,  each  enroll ee  is  afforded 
the  choice  of  a  health  professional  pro¬ 
viding  services  who  will  supervise  and 
coordinate  his  care; 

(vii)  Provide  that  all  medical  services 
covered  under  the  contract  which  are  re¬ 
quired  on  an  emergency  basis  be  available 
on  a  24-hour,  seven-day-a-week  basis, 
either  in  the  contractor’s  own  facilities, 
or  through  arrangements,  to  be  approved 
by  the  single  State  agency,  with  another 
provider; 

(vii)  Provide  for  prompt  payment  by 
the  contractor,  in  accordance  with  §  250.- 
30  of  this  chapter  of  all  in-area  or  out-of- 
area  services  which  are  required  by  the 
contract  and  rendered  by  providers  with 
which  the  contractor  does  not  have  ar¬ 
rangements,  and  which  are  medically  ur¬ 
gent,  that  is,  they  are  necessary  to  pre¬ 
vent  jeopardization  of  the  patient’s 
health  or  infliction  of  severe  pain  and 
discomfort  which  would  occur  if  use  of 
the  contractor’s  facilities  were  required; 

(ix)  Provide  for  an  internal  enrollee 
grievance  procedure,  approved  in  writing 
by  the  director  of  the  medical  assistance 
unit  of  the  single  State  agency.  Such 
procedure  shall  provide  for  expeditious 
resolution  of  grievances  by  personnel  at 
a  decisionmaking  level  with  authority 
to  require  corrective  action ; 

(x)  Provide  for  an  internal  quality  as¬ 
surance  system  consistent  with  Federal 
requirements  under  title  XIX.  This  sys¬ 
tem  shall  provide  for  review  by  appropri¬ 
ate  health  professionals  of  the  process 
followed  in  the  provision  of  health  serv¬ 
ices;  and  shall  utilize  systematic  data 
collection  of  performance  and  patient 
results,  provide  interpretation  of  such 
data  to  the  practitioners,  and  provide  for 
instituting  needed  change; 

(xi)  Provide  that  the  contractor  shall 
submit  to  the  single  State  agency  for 
prior  approval  its  marketing  plans,  pro¬ 
cedures  and  materials. 

(xii)  Provide  that  enrollees  with  be  ad¬ 
vised  concerning  the  appropriate  use  of 
health  care  and  the  contributions  they 
can  make  to  the  maintenance  of  their 
own  health; 

(xiii)  Provide  for  development  of  a 
medical  record-keeping  system  through 
which  all  pertinent  information  relating 
to  the  medical  management  of  the  en¬ 
rollee  is  accumulated  and  is  readily  avail¬ 
able  to  appropriate  professionals;  and 

(xiv)  Provide,  in  contrasts  in  which 
the  contractor  does  not  assume  any  un¬ 
derwriting  risk,  that  payment  to  the 
contractor  for  services  provided  under 
the  contract  (including  any  necessary 
retroactive  adjustments)  will  not  exceed 
the  amounts  which  could  be  paid  for 
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such  covered  medical  and  remedial  care 
and  services  actually  delivered  by  the 
contractor  to  eligible  recipients  under 
the  requirements  imposed  for  specific 
provider  services  as  set  forth  in  §  250.30 
of  this  chapter. 

(6)  Additional  State  plan  require¬ 
ments  relating  to  health  maintenance 
organizations  and  other  medical  provid¬ 
ers  reimbursed  on  a  prepaid  capitation 
basis  for  medical  services  to  enrolled  re¬ 
cipients.  In  addition  to  the  requirements 
specified  in  paragraph  (c)  (1),  (2),  and 
(5)  of  this  section,  a  State  plan  which 
provides  for  contracts  with  health  main¬ 
tenance  organizations  and  other  medical 
providers  reimbursed  on  a  prepaid  capi¬ 
tation  basis  ffr  medical  services  to  en¬ 
rolled  recipients  must  also  provide: 

(i)  That  the  single  State  agency  will 
obtain  from  the  contractor  proof  of  fi¬ 
nancial  responsibility,  including  adequate 
protection  against  the  risk  of  insolvency, 
and  proof  of  capability  to  provide  the 
services  under  the  contract  efficiently,  ef¬ 
fectively,  and  economically; 

(ii)  That  the  single  State  agency  will 
determine  that  adequate  feasibility  and 
planning  studies  have  been  made  for  the 
enrollment  of  a  sufficient  number  of 
members  to  assure  the  economic  viability 
of  the  organization; 

(iii)  That  the  single  State  agency  will 
obtain  assurances  that  the  health  serv¬ 
ices  required  by  its  members  will  be  re¬ 
ceived  promptly  as  appropriate  and  that 
the  services  which  are  received  will  meet 
quality  standards; 

(iv)  That  the  single  State  agency  will 
establish  a  system  of  periodic  medical 
audits  (at  least  once  a  year  for  each  con¬ 
tractor)  to  assure  quality  and  accessibil¬ 
ity  of  health  care  to  Medicaid  enrollees. 
Such  system  will  provide  for  the  identi¬ 
fication  and  collection  of  management 
data  for  use  by  medical  audit  personnel, 
including  reasons  for  enrollment  and  dis- 
enrollment,  and  use  of  services; 

(v)  For  the  establishment  and  imple¬ 
mentation  of  a  system  for  approval  of 
marketing  plans,  procedures  and  mate¬ 
rials  for  enrolling  eligible  recipients  in 
a  health  maintenance  organization,  in¬ 
cluding  written  criteria  for  such  approv¬ 
al;  such  system  shall  include  provi¬ 
sions  that  the  contractor  will  not  engage 
in  marketing  practices  which  would  mis¬ 
lead,  misinform,  confuse  or  defraud  re- 
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cipients  or  the  single  State  agency,  for 
example,  claims  that  the  recipient  must 
enroll  or  lose  his  Medicaid  coverage; 

(vi)  For  dissemination  through  appro¬ 
priate  health  or  social  service  agencies 
to  eligible  recipients  in  the  service  area  of 
the  contractor  of  factually  accurate  in¬ 
formation,  presented  in  clear,  readable 
and  concise  form,  regarding  at  least 
coverage,  locations  and  hours  of  service, 
and  enrollment  and  disenrollment  prac¬ 
tices; 

(vii)  That  payment  will  not  be  made 
on  the  enrolled  recipient’s  behalf  to  pro¬ 
viders  other  than  the  contractor  for 
services  rendered  during  the  term  of  the 
contract  if  such  services  are  available 
under  the  contract; 

(viii)  That  upon  termination  of  a  con¬ 
tract  or  upon  termination  of  enrollment 
of  an  enrollee,  arrangements  will  be 
made  to  enable  recipients  formerly  en¬ 
rolled  in  the  HMO  to  obtain  without 
delay  the  services  to  which  they  are  en¬ 
titled; 

(ix)  That  the  single  State  agency  will 
document  the  basis  for  computation  of 
the  premium  rates  or  subscription 
charges  it  negotiates  with  the  contractor 
or,  if  these  rates  or  charges  are  fixed  by 
the  single  State  agency  without  negotia¬ 
tion,  it  will  document  the  basis  for  com¬ 
putation  of  these  fixed  rates  or  charges; 

(x)  For  the  establishment  of  proce¬ 
dures  to  monitor  enrollment  and  disen¬ 
rollment  practices  and  insure  proper  im¬ 
plementation  of  grievance  procedures  of 
the  contractor;  and 

(xi)  Provide  that,  where  the  contract 
does  not  include  all  services  available 
under  the  State  plan,  those  services  not 
included  shall  be  accessible  and  available 
either  by  referral  arrangements  with  the 
contractor  or  by  some  other  effective 
means;  services  in  addition  to  those 
available  under  the  State  plan  may  be 
covered  under  the  contract  in  accordance 
with  §  249.10(a)  (6)  (vii)  of  this  chapter. 

(d)  Federal  financial  participation. 
(1)  Federal  financial  participation  shall 
be  available  for  payments  made  to  a 
contractor  under  this  section  only  if  a 
contract  between  the  single  State  agency 
and  the  contractor,  fulfilling  all  the  re¬ 
quirements  of  this  section  and  the  appro¬ 
priate  requirements  of  Part  74  of  this 
title,  is  in  effect  for  all  periods  for  which 
Federal  financial  participation  is  claimed. 
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The  Secretary  may  deem  such  a  contract 
not  to  be  in  effect,  for  the  purposes  of  this 
paragraph,  for  any  period,  if  the  Secre¬ 
tary,  as  a  result  of  investigation  deter¬ 
mines  that  for  such  period  there  was  a 
substantial  failure  of  either  party  to  the 
contract  to  carry  it  out  in  accordance 
with  its  terms  or  the  requirements  of  this 
section.  States,  upon  request,  will  receive, 
in  accordance  with  section  1116(d)  of  the 
Act,  a  reconsideration  of  the  Secretary’s 
determination  under  the  provisions  of 
this  paragraph. 

(2)  For  purposes  of  Federal  financial 
participation, 

(i)  All  expenditures  which  can  rea¬ 
sonably  be  expected  to  exceed  $100,000 
in  total  during  the  contract  must  be  ap¬ 
proved  in  writing  by  the  Regional  Com¬ 
missioner  prior  to  the  execution  of  the 
contract; 

(ii)  Under  all  contracts  in  which  an 
underwriting  risk  is  assumed,  the  total 
amount  paid  for  carrying  out  the  provi¬ 
sions  of  the  contract  will  be  regarded  as 
a  medical  assistance  cost; 

(iii)  Under  other  contracts  in  which 
no  underwriting  risk  is  assumed,  the 
amounts  paid  for  furnishing  medical  care 
and  services  to  eligible  recipients  will  be 
regarded  as  a  medical  assistance  cost. 
Amounts  paid  for  performing  other 
agreed-upon  functions  will  be  regarded 
as  an  administrative  cost ;  and 

(iv)  Under  contracts  with  fiscal  agents 
the  amount  paid  to  the  provider 
of  medical  services  will  be  considered 
as  a  medical  assistance  cost,  and  the 
amount  paid  to  the  contractor  for  per¬ 
forming  the  agreed-upon  functions  will 
be  regarded  as  an  administrative  cost. 
(Sec.  1102.  49  Stat.  647  (  42  U.S.C.  1302) ) 

Effective  date.  The  regulations  in  this 
section  shall  be  effective  August  9,  1975. 

(Catalog  of  Federal  Domestic  Assistance  Pro¬ 
gram  No.  13.714,  Medical  Assistance  Program) 

Dated:  April  30,  1975. 

James  S.  Dwight,  Jr., 
Administrator,  Social  and 
Rehabilitation  Service. 

Approved:  May  2,  1975. 

Caspar  W.  Weinberger. 

Secretary. 
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